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DEPARTMENT OF HEALTH AND HUVAN SERVI CES
Food and Drug Adm nistration
21 CFR Parts 601, 620, 630, 640, 650, 660, and 680

[ Docket No. 95N 310B]

Revocation of Certain Regul ations; Biological Products
ACENCY: Food and Drug Adm nistration, HHS.

ACTI ON: Fi nal rule.

SUVMARY: The Food and Drug Adm nistration (FDA) is issuing a final
rule

to renove certain biologics regulations that are obsolete or no | onger
necessary to achieve public health goals. These regul ati ons were
identified for renoval as the result of a page-by-page review of the
agency's regulations. This regulatory reviewis in response to the
Adm nistration's " Reinventing Governnment'' initiative which seeks to
streanl i ne governnent to ease the burden on regul ated industry and
consuners.

EFFECTI VE DATE: August 12, 1996.
FOR FURTHER | NFORVATI ON CONTACT:
Regardi ng general information on FDA's " "reinventing initiative'':
Lisa M Helmanis, Ofice of Policy (HF-26), Food and Drug
Adm ni stration, 5600 Fishers Lane, Rockville, MD 20857, 301-443-3480.
Regar di ng bi ol ogics regul ations: Annette A Ragosta, Center for
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Bi ol ogi cs Eval uati on and Research (HFM 630), Food and Drug
Adm ni stration, 1401 Rockville Pike, suite 200N, Rockville, NMD 20852-
1448, 301-594-3074.

SUPPLEMENTARY | NFORNMATI ON:
| . Background

On March 4, 1995, President Cinton announced plans for the reform
of the Federal regulatory systemas part of the Admnistration's
""Reinventing Governnment'' initiative. In his March 4 directive, the
Presi dent ordered all Federal agencies to conduct a page-by-page
revi ew
of their regulations and to ""elimnate or revise those that are
outdated or otherwise in need of reform'' In the Federal Register of
Cct ober 13, 1995 (60 FR 53480), FDA issued a notice of proposed
rul emaki ng in which FDA proposed to renove a nunber of outdated or
unnecessary regulations in parts 100 through 801 (21 CFR parts 100
t hrough 801). The regul ations proposed for renoval apply to a variety
of products regul ated by FDA, including foods, drugs, veterinary
dr ugs,
bi ol ogi cal products, and devices. Interested persons were requested
when submtting coments to identify the FDA Center responsible for
t he
regul ati on of the product to which the comments applied. In order to
expedite matters, the final rules resulting fromthe |ine-by-1line
review are being issued separately by FDA Centers. FDA is issuing this
final rule, which elimnates

[[ Page 40154]]

certain regulations affecting biological products in parts 600 through
680.

1. Conments

FDA received two coments on the proposed rule that related to the
bi ol ogi cs regul ati ons. One comment was general in nature and urged
Congress to include FDA reformas a top priority in 1996.

Congress is currently considering |egislation that would affect
FDA
prograns and procedures. FDA has testified at congressional hearings
on
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the pending bills. The agency does not believe it would be appropriate
to comment on the ongoing legislative initiatives in this rul emaking.

The agency agrees with the comrent that regul atory prograns and
t he
regul ations that inplenent them should be reviewed and revised or
reformed where appropriate. FDA is currently review ng other biologics
regul ati ons, the potential renoval or revision of which involves
I ssues
of greater reqgqulatory conplexity and, based on this review, wl|
renove
or significantly revise these regulations at a later date. In
addi ti on,

a nunber of changes to the regul ations and policies affecting

bi ol ogi cal products are already underway. (See for exanple, "~ “Interim
Definition and Elimnation of Lot-by-Lot Rel ease for Well -

Char acteri zed

Ther apeuti ¢ Reconbi nant DNA-Deri ved and Monocl onal Anti body

Bi ot echnol ogy Products'' (60 FR 63048, Decenber 8, 1995); "~ "Well-
Characteri zed Bi otechnol ogy Products; Elimnation of Establishnent

Li cense Application'' (61 FR 2733, January 29, 1996); ~ Changes to an
Approved Application'' (61 FR 2739); "~ Draft Cuidance; Changes to an
Approved Application for Well-Characteri zed Therapeuti c Reconbi nant
DNA- Deri ved and Mbnocl onal Anti body Bi ot echnol ogy Products;

Avai lability'' (61 FR 2748); "~ Changes to an Approved Application;
Draft Cuidance; Availability'' (61 FR 2749).) This final rule,

" Revocation of Certain Regulations; Biological Products,'' is one
part

of the agency's efforts to create a nore efficient and responsive
regul atory system

The ot her comment received was supportive of the proposed rule and
stated that it was a good first step in reducing regulatory burden.
The
comrent suggested the incorporation of the United States Pharnmacopei a
(USP) nonograph system based on the Center for Drug Eval uation and
Research nodel into the Center for Biologics Evaluation and Research's
regul atory reform process.

The agency does not agree with this suggestion because bi ol ogics,
for which FDA is renoving additional standards fromthe regul ations,
are conplex and diverse entities. Mnographs for many types of
bi ol ogi cal products coul d becone quickly outdated in the rapidly
evolving field of biotechnology, as did the Additional Standards in
parts 620, 630, 640, 650, 660, and 680, which this final rule is
renmovi ng. Use of nonographs would allow for less flexibility in the
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devel opnment of product specifications for conpl ex biologicals.
I11. Effective Date

As provided under 5 U S. C. 553(d) and Sec. 10.40(c) (21 CFR
10.40(c)), the effective date of a final rule may not be I ess than 30
days after the date of publication, except for, anong other things,
Ta
regul ation that grants an exenption or relieves a restriction'

(Sec. 10.40(c)(4)(i)). The final rule is effective August 12, 1996.

| V. Anal ysis of I|npacts

FDA has exam ned the inpacts of the final rule under Executive
Order 12866 and the Regulatory Flexibility Act (Pub. L. 96-354).
Executive Order 12866 directs agencies to assess all costs and
benefits
of available regulatory alternatives and, when regulation is
necessary,
to select regul atory approaches that maxim ze net benefits (including
potential econom c, environnental, public health and safety, and ot her
advant ages; distributive inpacts; and equity). The agency believes
t hat
this final rule is consistent with the regul atory phil osophy and
principles identified in the Executive Order. In addition, the final
rule is not a significant regulatory action as defined by the
Executive
Order and so is not subject to review under the Executive O der.

The Reqgul atory Flexibility Act requires agencies to analyze
regul atory options that would mnim ze any significant inpact of a
rul e
on small entities. Because the proposed renoval s have no conpliance
costs and do not result in any new requirenents, the agency certifies
that the final rule will not have a significant econom c inpact on a
substantial nunber of small entities. Therefore, under the Regul atory
Flexibility Act, no further analysis is required.

V. Environnental | npact
The agency has determ ned under 21 CFR 25.24(a)(8) that this
action

Is of a type that does not individually or cunulatively have a
significant effect on the human environnent. Therefore, neither an

file:///G|/DIR%20HCO/ANTHRAX/FDA%2090%20Day%2...Kiley/FD A %201996%620Fed%20Reg%20p.%62040153.htm (4 of 8)3/21/2005 10:21:42 AM



WAIS Document Retrieval

envi ronnmental assessnent nor an environnmental inpact statenment is
requi r ed.

Li st of Subjects
21 CFR Part 601

Adm ni strative practice and procedure, Biologics, Confidential
busi ness i nformation.

21 CFR Part 620
Bi ol ogi cs, Labeling, Reporting and recordkeepi ng requirenents.
21 CFR Part 630
Bi ol ogi cs, Labeling.
21 CFR Part 640
Bl ood, Labeling, Reporting and recordkeepi ng requirenents.
21 CFR Part 650
Bi ol ogi cs.
21 CFR Part 660
Bi ol ogi cs, Labeling, Reporting and recordkeepi ng requirenents.
21 CFR Part 680
Bi ol ogi cs, Blood, Reporting and recordkeepi ng requirenents.
Theref ore, under the Federal Food, Drug, and Cosnetic Act and the
Public Health Service Act and under authority delegated to the
Comm ssi oner of Food and Drugs, 21 CFR parts 601, 620, 630, 640, 650,
660, and 680 are anended as foll ows:

PART 601- - LI CENSI NG

1. The authority citation for 21 CFR part 601 continues to read as
fol | ows:
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Aut hority: Secs. 201, 501, 502, 503, 505, 510, 513-516, 518-520,
701, 704, 721, 801 of the Federal Food, Drug, and Cosnetic Act (21
U S C 321, 351, 352, 353, 355, 360, 360c-360f, 360h-360j, 371, 374,
379e, 381); secs. 215, 301, 351, 352 of the Public Health Service
Act (42 U. S. C. 216, 241, 262, 263); secs. 2-12 of the Fair Packagi ng
and Labeling Act (15 U S.C. 1451-1461).
Sec. 601.30 [ Renobved]

2. Section 601.30 Licenses required; products for controlled
I nvestigation only is renoved.

Sec. 601.31 [ Renobved]

3. Section 601.31 Procedure i s renpved.

Sec. 601. 32 [ Renoved]
4. Section 601.32 Formof |icense is renopved.

PART 620-- ADDI TI ONAL STANDARDS FOR BACTERI AL PRODUCTS-

Part 620 [ Renoved]
5. Part 620 i s renpved.
[[ Page 40155]]

PART 630-- ADDI TI ONAL STANDARDS FOR VI RAL VACCI NES

Part 630 [ Renoved]
6. Part 630 is renoved.
PART 640-- ADDI TI ONAL STANDARDS FOR HUMAN BLOOD AND BLOOD PRODUCTS

7. The authority citation for 21 CFR part 640 continues to read as
fol |l ows:
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Aut hority: Secs. 201, 501, 502, 503, 505, 510, 701 of the
Federal Food, Drug, and Cosnetic Act (21 U S. C 321, 351, 352, 353,
355, 360, 371); secs. 215, 351, 352, 353, 361 of the Public Health
Service Act (42 U . S.C. 216, 262, 263, 263a, 264).

Subpart K [Renoved and Reserved]

8. Subpart K, consisting of Secs. 640.110 through 640.114, is
renoved and reserved.

PART 650-- ADDI TI ONAL STANDARDS FOR DI AGNOSTI C SUBSTANCES FOR DERIVAL
TESTS

Part 650 [ Renoved]
9. Part 650 is renoved.

PART 660-- ADDI TI ONAL STANDARDS FOR DI AGNOSTI C SUBSTANCES FOR
LABORATORY TESTS

10. The authority citation for 21 CFR part 660 continues to read
as
fol |l ows:

Aut hority: Secs. 201, 501, 502, 503, 505, 510, 701 of the
Federal Food, Drug, and Cosnetic Act (21 U S C 321, 351, 352, 3583,
355, 360, 371); secs. 215, 351, 352, 353, 361 of the Public Health
Service Act (42 U.S. C. 216, 262, 263, 263a, 264).

Subpart K [Renoved]

11. Subpart K, consisting of Secs. 660.100 through 660.105, is
renoved.

PART 680-- ADDI TI ONAL STANDARDS FOR M SCELLANEQUS PRODUCTS
12. The authority citation for 21 CFR part 680 continues to read
as

foll ows:

Aut hority: Secs. 201, 501, 502, 503, 505, 510, 701 of the
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Federal Food, Drug, and Cosnetic Act (21 U S. C 321, 351, 352, 353,
355, 360, 371); secs. 215, 351, 352, 353, 361 of the Public Health
Service Act (42 U . S. C. 216, 262, 263, 263a, 264).

13. The heading for Subpart A--Allergenic Products is renoved.

Subpart B [Renoved]

14. Subpart B, consisting of Secs. 680.10 through 680.16, is
renoved.

Subpart C [ Renoved]

15. Subpart C, consisting of Secs. 680.20 through 680.26, is
renoved.

Dated: July 19, 1996.
Wl liam K. Hubbard,
Associ ate Conm ssioner for Policy Coordination.
[ FR Doc. 96-19604 Filed 7-31-96; 8:45 anj
Bl LLI NG CODE 4160-01-F
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